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-- The MAILING DATE of this commumcatlon appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM
THE MAILING DATE OF THIS COMMUNICATION.

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed
after SIX (6) MONTHS from the mailing date of this communication.
- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any
earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)X] Responsive to communication(s) filed-on 27 September 2004.
2a)] This action is FINAL. 2b)[X] This action is non-final.
3)J Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

4)[X Claim(s) 1-17 is/are pending in the application.
4a) Of the above claim(s) 6,70-14 and 16 is/are withdrawn from consideration.

5[] Claim(s) ____is/are allowed.

6) Claim(s) 1-5.7-9.15 and 17 is/are rejected.

7)[J Claim(s) ____is/are objected to.

8)[] Claim(s)_____ are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)[]] The drawing(s) filed on is/are: a)[_] accepted or b)l:l objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
11)[_] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[_] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)[JAIl . b)[_] Some * ¢)[] None of:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3.[] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.
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DETAILED ACTION
EIection/Restfictions

Applicant's election with traversevof group 100 encompassing cl‘aims 1-5, 7-9, 15,
and 17 partially, relating SEQ ID NO:100 nucleic acid molecule, and the nucleic acid
encoding the protein encoded by the nucleic acid molecules in the reply filed on
09/27/2004 is acknowledged. The traversal is on the ground(s) that searching of the
nucleic acids, polypeptide, and antibody all together would not put a serious burden on
the Examiner, and the restriction groups are not independent or distinct. Applicant also
argues that MPEP 803.04 says that up to 10 nucleotide sequences are examined in a
single application. These arguments have been fully considered but found
unpersuasive for the following reasons. First, all the nucleic acid sequences in the
instant application are a large sequences, for example, the elected SEQ ID NO:100 is
close to 3 kb, which requires search in sequence databases and non-patent literature.
Each of the different nucleotides sequences appear to be either cDNA, or genomic DNA
from the different human chromosomes without any relationship to each other.
Examination of up to 10 nucleotide sequences applies when the search burden of up to
10 nucleotide sequences is not serious on the examiner or the office’s available
resources, for example the use of computer time. In the instant cases, each SEQ ID
NO is a large sequences and search of one application up to 10 nucleotides sequences
would put a serious burden on the Office.

As for the examination of nucleic acids along with the protein encoded by the

nucleic acid and the antibody binding to the protein, the polypeptide groups, and
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antibody groups are different inventions. Polypeptides, which are composed of amino
acids, and polynucleotides, which are composed of purine and pyrimidine units, are
structurally distinct molecules; any relationship between a polynucleotide and
polypeptide is dependent upon the information provided by the nucleic acid sequence
open reading frame as it corresponds to the primary amino acid sequence of the
encoded polypeptide. In the present claims, a polynucleotide of group | does not
necessarily encode a polypeptide. In fact, the elected SEQ ID NO:100 does not encode
any protein in the instant application. Alignment of instant SEQ ID NO:100 against the
protein sequences i.e. SEQ ID NOs 165-284 reveals none of the protein is encoded by
instant SEQ ID NO:100. Note Exhibit A (total 20 pages). 'Further, the nucleic acid
molecule of claim 1(c) is complementary to the coding sequence. If SEQ ID NO:100 is a
coding sequénce, and then the complementary sequence would not encode any
polypeptide because the complimentary sequence of a human cDNA does not usually
encode any protein. The instant specification does not teach any evidence to the
contrary. There is search burden also in the non-patent literature. Prior to the
concomitant isolation and expression of the sequence of interest there may be journal
articles devoted solely to polypeptides which would not have described the
polynucleotide. Similarly, there may have been "classical" genetics papers, which had
no knowledge of the polypeptide but spoke to the gene. Searching, therefore is not

coextensive. The polypeptide of groups and the antibody groups are patentably distinct

for the following reasons: While the inventions of both groups are polypeptides, in this

instance the polypeptide is a single chain molecule, whereas antibody encompasses
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IgG which comprises 2 heavy and 2 light chains containing constant and variable
regions, and including framework regions which act as a scaffold for the 6
complementarity determining regions (CDRs) that function to bind an epitope.
Therefore they are structurally distinct molecules; any relationship between a
polypeptide and an antibody is dependent ubon the correlation between the scope of
the polypeptides that the antibody binds and the scope of the antibodies that would be
generated upon immunization with the polypeptide.

The polynucleotide and the antibody group are patentably distinct. An antibody
for example, IgG molecule which comprise 2 heavy and 2 light chains containing
constant and variable regions, and including framework regions which act as a scaffold’
for the 6 complementarity determining regions (CDRs). Polypeptides, such as the
antibody of group 1l which are composed of amino acids, and polynucleotides, which are
composed of nucleic acids, are structurally distinct molecules; any relationship between
a polynucleotide and polypeptide is dependent upon the information provided by the
nucleic acid sequence open reading frame as it corresponds to the primary amino acid
sequence of the encoded polypeptide. In the present claims, a polynucleotide in the
nucleic acid groups will not encode an antibody in antibody groups, and the antibody of
group lll cannot be encoded by a polynucleotide of group I. Therefore the antibody and
polynucleotide are patentably distinct.

The requirement is still deemed proper and is therefore made FINAL.
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Claims 6, and 10-14, and 16 are withdrawn from further consideration pursuant
to 37 CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable
generic or'linking claim.

Claims 1-17 are pending, and claims 1-5, 7-9, 15 and 17 are examined as to the
extent they are drawn to the elected invention of SEQ ID NO:100 or related nucleic acid
sequence.

Specification

The disclosure is objected to because it contains an embedded hyperlink and/or
other form of browser-executable code, for example at pages 54, 61. Applicant is kindly
requested to go through the entire specification very carefully to see if there is any other
embedded hyperlink and/or other form of browser-executable code. Applicant is |
required to delete all embedded hyperlink and/or other form_ of browser-executable
code(s) in the specification. See MPEP § 608.01.

Claim Objections

Claims 1-5, 7-9, 15, and 17 are objected to because of the following informalities:
the claims are still drawn to multiple inventions. The claims have not been amended to
reflect the election. Appropriate correction is required.

Claim Rejections - 35 USC § 101

Claims 1-5, 7-9, 15, and 17 are rejected under 35 U.S.C. 101 because the

claimed invention is not sqpported by either a substantial utility, or a well established

utility.
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Claim 1-5, 7-9, 15, and 17 are interpreted as drawn to SEQ ID NO:100 nucleic
acid, ki;t containing said nucleic acid, vector containing said nucleic acid, host cell
containing said vector, method of producing protein using said host cells. The
specification speculates that SEQ ID NO:100 might have utilities in making protein,

- making antibody, diagnostic and staging assays for lung cancer or non-cancerous
diseases (at pages 93-103) or detecting a risk of cancer or presence of cancer (claim
15), method of identifying lung tissue (page 103), method of producing and modifying
lung tissue such as making an artificial lung (at pages 104-105), pharmaceutical (page
105) in gene therapy and antisense therapy (pages 111-113).

These utilities are not considered torsubstantial enough because neither the
specification nor any art of record teaches what the biological activitiés of SEQID
NO:100 are. The specification at page 6, lines 12-27 teaches that the disclosed nucleic
acids are lung specific. An assay to tell whether one has lung i.e. lung tissue typing is
not considéred a substantial enough utility. The specification asserts that the differential
expression of the sequence is used for lung cancer detection. However, the
specification does not teach whether the claimed nucleic acid is under-expressed or
overexpressed in lung cancer. The specification does not teach a relationship to any
specific disease or establish any involvement SEQ ID NO:100. The specification does
not teach which protein is encoded by SEQ ID NO:100, let alone substantial or specific
use for it. None of the protein sequences disclosed in the instant application is encoded
by instant SEQ ID NO:100. Note the Exhibit A. Maki‘ng and purifying the protein

encoded by SEQ ID NO:100 does not lead to a substantial use of the claimed invention
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because neither the specification nor the art appears to know what the structure of the
protein encoded by the claimed invention. In fact, Genbank Accession No. AC079988
(gi-18873965, #DI of IDS filed on 10/29/2004) teach a genomic DNA i.e. human BAC
clone RP11-795C1 (form chromosome 2) having 98.7 % sequehce identity to instant
SEQ ID NO:100. Note the sequence alignment of instant SEQ ID NO:100 against
Genbank Accession No. AC079988 (Exhibit B). Further, Genbank Accession No.
AC079988 teach that this clone is from RPCI-11 human BAC library prepared from the
blood of one male donor as disclosed in The Sanger Center and The Washington
University Genome Sequencing Center (DC of IDS filed on 10/29/2004, 1998, Genome
Research, vol. 8, pages 1097-1108. The Sanger Center and The Washington
‘University Genome Sequencing Center teaches that the library was constructed for
sequencing human genome, and it is not cDNA library. Therefore, SEQ ID NO:100 is
most likely a genomic sequence, not specific for lung only but present in every cell of
human body that contains chromosome 2.

The asserted utilities as hybridization probes, antisense, the various assays
numerated in the instant application do not lead to substantial and credible uses of the
claimed invention due to unknown functions of the protein encoded by the claimed
invention. Nothing is specific to the sequences of the claimed invention for all of the
various probe uses. Any nucleic acid can be used to, identify polymorphisms, map
chromosomes, type a tissue, make transgenic animals or knockout animals. The
specification does not have any substantial use for pharmaceutical compositions,

diagnostic assay, and methods of treatment because the specification does not teach
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what disease(s) is caused by malfunction of the claimed invention or the protein
encoded by it. Since EQ ID NO:100 does not have a substantial utility, or a well
established utility, a compound that binds to SEQ ID NO:100 does not have a
substantial utility, or a well established utility. k
In Brenner v. Manson, 148 U.S.P.Q. 689 (Sup. Ct., 1966), a process of producing
a novel compound that was structurally analogous to other compounds which were
known to possess anti-cancer activity was alleged tb be useful because the compound
produced thereby was potentially useful as an anti-tumor agent in the absence of
evidence supporting this utility. The court expressed the opinion that all chemical
compounds are “useful” to the chemical arts when this term is given its broadest
interpretation. However, the court held that this broad interpretation was not the
intended definition of “useful” as it appears in 35 U.S.C. § 101, which requires that an
invention must have either an immediately obvious or fully disclosed “real world” utility.
The instant claims are drawn to SEQ ID NO:100 which has undetermined function or
\biological significance. Until some actual and specific activity can be attributed to the
nucleic acid or the protein encoded by the claimed invention encoding it, the claimed
invention is incomplete.
Claims 1-5, 7-9, and 17 are also rejected under 35 U.S.C. 112, first paragraph.

Specifically, since the claimed invvention is not supported by either a substantial
asserted utility or a well established utility for the reasons set forth above, one skilled in

the art clearly would not know how to use the claimed invention.
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Claim Rejections - 35 USC § 112

The following is a quotation of the first paragraph of 35 U.S.C. 112:

The specification shall contain a written description of the invention, and of the manner and process of
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall

set forth the best mode contemplated by the inventor of carrying out his invention.

Claims 1-5, 7-9, 15, and 17 are rejected under 35 U.S.C. 112, first paragraph, as
failing to comply with the written description requirement. The claim(s) contains subject
matter which was not described in the specification in such a way as to reasonably
convey to one skilled in the relevant art that the inventor(s), at the time the application
was filed, had possession of the claimed invention.

The claims are interpreted as drawn to a genus of nucleic acid molecules with
various of degrees of variations from SEQ ID NO:100, a genus of vectors containing
said nucleic acid molecules, genus of host cells containing said vectors, a method of
producing a genus of polypeptides using said host cells.

The applicable standard for the written description requirement can be found:
MPEP 2163; University of California v. Eli Lilly, 43 USPQ2d 1398 at 1407; PTO Written
Description Guidelines; Enzo Biochem Inc. v. Gen-Prove Inc., 63 USPQ2d 1609; Vas-
Cath Inc. v. Mahurkar, 19USPQ2d 1111; and University of Rochester v. G.D. Searle &
Co., 69 USPQ2d 1886 (CA FC 2004).

To provide adequate written description and evidence of possession of a claimed
genus, the specification must provide sufficient distinguishing identifying characteristics
of the genus. The factors to be considered include disclosure of complete or partial

structure, physical and/or chemical properties, functional characteristics,
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structure/function correlation, methods of making the claimed product, or any
combination thereof. In this case, the only factor present in the claims is a partial
structure in the form of percent identity or hybridization. There is not even identification
of any associated function with the claimed genus of partial structures. Accordingly, in
the absence of sufficient recitation of distinguishing identifying characteristics, the
specification does not provide adequate written description of the claimed genus.

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states “applicant must
convey with reasonable clarity to those skilled in the art that, as of the filing date sought,
he or she was in possession of the invention. The invention is, for purposes of the
‘written description’ inquiry, whatever is now claimed.” (See page 1117.) The
specification does not “clearly allow persons of ordinary skill in the art to recognize that
[he or she] invented what is claimed.” (See Vas-Cath at page 1116). As discussed
" above, the skilled artisan cannot envision the detailed chemical structure of the
encompassed genus of nucleic acid molecules, given that the specification has only
described SEQ ID NO: 100. Therefore, only isolated nucleic acid comprising SEQ ID
NO:100, but not the full breadth of the claim meets the written description provision of
35 U.S.C. §112, first paragraph.

Further,. claim 9 is drawn to method of producing a polypeptide using the claimed
nucleic acid. However, the specification does not teach the structure of the polypeptide
the instant SEQ ID NO:100 encodes, thus failing to provide an adequate written

description.
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Claims 1-5, 7-9, 15, and 17 are rejected under 35 U.S.C. 112, first paragraph, as
failing to comply with the enablement requirement. The claim(s) contains subject
matter which was not described in the specification in such a way as to enable one
skilled in the art to which it perfains, or with which it is most nearly connected, to make
and/or use the invention. |

The factors considered when determining if the disclosure satisfies the
enablement requirement and whether any necessary experimentation is “undue”
include, but are not limited to: 1) nature of the invention, 2) state of the prior art, 3)
relative skill of those in the art, 4) level of predictability in the art, 5) existence of working
examples, 6) breadth of claims, 7) amount of direction or guidance by the inventor, and
8) quantity of experimentation needed to make or use the invention. In re Wands, 858
F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988).

This enablement rejection is made based on the interpretation of the claims as
drawn to an isolated nucleic acid molecule comprising SEQ ID NO:100, a nucleic acid
that selectively hybridizes, or at least 60 % sequence identity to instant SEQ ID NO:100
(for use in lung cancer detection (note pages 93-103, abstract) or use as a vaccine
(note claim 17). Further, claim 8 is drawn to a host cell comprising the vector of claim 8.
therefore claim as currently construed is broadly interpreted to encompass host cells,
which are not isolated and are comprised within an organism. Thus, the claim
encompass host cells that have been transfected with the vector of claims 8 that are
comprised within a transgenic animal, including nonhuman or human animals and

animals treated using gene therapy (note page 111 of the specification).



Application/Control Number: 09/989,920 Page 12
Art Unit: 1642

The specification does not teach whether SEQ ID NO:100 is over-expressed or
under expressed in lung cancer or any other lung disease, let alone a nucleic acid that
selectively hybridizes, or at least 60 % sequence identity to instant SEQ ID NO:100
being over-expressed or under-expressed in any lung disease including lung cancer.
The specification provides neither guidance on nor exemplification of how to correlate
the data presented in the specification with the ability to use SEQ ID NO:100 for the
assessment of cancer risk. In other words, the specification does not present any in
vivo data to correlate either detection of the nucleic acid or absence of the nuceic acid
to growth of any tumor. Tockman et al (Cancer Res., 1992, 52:2711s-2718s) teach
considerations necessary in bringing a Iu’ng cancer biomarker to successful clinical
application. Tockman et al teach that prior to the successful application of newly
described lung cancer markers, research must validate the markers against
acknowledged disease end points, establish quantitative criteria for marker
presence/absence and confirm marker predictive value in prospective population trials
(see abstract). Early stage markers of tumorigenicity have clear biological plausibility as
markers of preclinical cancer and if validated can be used for population screening (p.
2713s, col 1). The reference further teaches that once selected, the sensitivity and
specificity of the biomarker must be validated to a known (histology/cytology-confirmed)
cancer outcome. The essential element of the validation of an early detection marker is
the ability to test the marker on clinical material obtained from subjects monitored in
advance of clinical cancer and link those marker results with subsequent histological

confirmation of disease. This irrefutable link between antecedent marker and
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subsequent acknowledged disease is the essence of a Valid intermediate end point
marker (p. 2714, see Biomarker Validation against Acknowledged Disease End Points).
Clearly, prior to the successful application of newly described markers, markers must be
validated against ‘acknowledged disease end points and the marker predictive value
must be confirmed in prospective population trials (p. 2716s, col 2). The specification
provides insufficient guidance, and provides no working examples of correlating in lung
cancer to either detection of SEQ ID NO:100 or to absence of SEQ ID NO:100, which
would provide guidance to one skilled in the art to use the claimed invention without
undue experimentation. Considering lack of examples and the limited teachings of the
specification, and unpredictability in the art, it is concluded that undue experimentation
would be required to practice the claimed invention. It is noted that law requires that the
disclosure of an application shall inform those skilled in the art how to make the alleged
discovery, not how to screen it for themselves.

As for claim 17, the claim is interpreted as drawn to DNA vaccine comprisi.ng
SEQ ID NO:100 or other related nucleic acids as described in the base claim. Roos et
al., (06/25/2004, Prostate, vol. 9999, pages 1-7) teach that DNA vaccine is used to
generate immunity against a specific antigen in this case tumor antigen, and the
consideration necessary for DNA vaccine to work is to put the DNA encoding the
antigen of interest into a vector such that the antigen is expressed in vivo (note page 2,
left column). The instant application does not even teach the structure of protein being
encoded by the claimed nucleic acid. Note the attachéd Exhibit A, showing none of the

numerous protein sequences in the instant application is being encoded by instant SEQ
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ID NO:100. Since DNA vaccine requires testing of its efficacy in vivo (note page 3, right
column of Roos et al.), and the instant specification does not even teach whether instant
SEQ ID NO:100 encodes any protein, let alone any antigen that an animal can produce
immune response against it, it requires undue experimentation to use the instant
claimed vaccine. The specification provides insufficient guidance, and provides no
working examples of how to use SEQ ID NO:100, and its related nucleic acid
sequences as vaccine, which would provide guidance to one skilled in the art to use the
claimed invention without undue experimentation. Considering lack of examples and
the limited teachings of the specification, and unpredictability in the art, and broad |
breath, it is concluded that undue experimentation would be required to practice the
claimed invention.

As for claim 8, the specification does not provide a sufficient amount of guidance,
direction, or exemplification to enable the skilled artisan to make or use host cells that
are comprised within a non-human transgenic animal. In addition, the specification
does not teach provide a sufficient amount of guidance, direction, and exemplification to
enable the skilled artisan to have a reasonable expectation of successfully producing
host cells within a living organism, which comprise the vectors of claims 8, by gene
transfer, or gene therapy. The art of gene therapy, i.e., the in vivo delivery genetic
information to targeted cells within a body using naked DNA or viral vectors or by
reintroducing ex vivo modified host cells into the body, is still in its infancy. Moreover,
the art is highly unpredictable and its successful application has been hindered by

numerous limitations, which the specification does not remedy and would preclude the
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skilled artisan from having a reasonable expectation of successfully making and using
the claimed invention without need of performing an undue amount of experimentation.
The specification does not teach method of gene therapy using the instantly claimed
nucleic acid. The art recognizes that gene therapy is not a trivial matter. Friedmann
(Scientific American, June 1997, pages 96-101), Verma and Somia (1997, Nature‘, vol.
389, pages 239-242), and Rubanyi (2001, Molecular Aspects of Medicine 22, pages
113-142) all teach that gene therapy art still faces major hurdle to overcome. For
example, the teachings of the specification have not overcome the problems with in vivo
delivery and expression. VeF;f;é et al. (Nature 1997, 389: 239-242) teach that the
Achilles heel of gene therapy is gene delivery. Verma et al. state that the ongoing
problem is the inability to deliver genes efficiently and to obtain sustained expression.
Rubanyi at the abstract teaches that the prerequisite of successful gene therapy

includes “therapeutically suitable genes with a proven role in pathophysiology of the

disease”. The instant specification fails at this first prerequisite because the

~ specification does not teach any therapeutically suitable genes with a proven role in

pathophysiology of the disease. Friedman summaries the current state of gene therapy
as “treating disease by providing needed gene remains a compelling idea, but clinical
and basic researchers still have much to do before gene therapy can live up to its
promise” (note the italicized headline at the top of page 96). The instant specification
does not teach a single technicél problem being solved for gene therapy art. In view of
the preponderance of evidence establishing the state of the art, now and at the time the

application was filed, and the level of unpredictability associated therewith, in the
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absence of a disclosure of an amount of guidance, direction, and exemplification that is
reasonably commensurate in scope with the claims, it appears that skilled artisan could
not make and use the claimed invention with a reasonable expectation of success
without having the need to perform an undue amount of experimentation. Amending

claim 8 to recite “isolated” before “host cell” can obviate this ground of rejection.

Claim Rejections - 35 USC § 102
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(a) the invention was known or used by others in this country, or patented or described in a printed
publication in this or a foreign country, before the invention thereof by the applicant for a patent.

(e) the invention was described in a patent granted on an application for patent by another filed in the
United States before the invention thereof by the applicant for patent, or on an international application
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this
title before the invention thereof by the applicant for patent.

Claims 1-5, 7, 8, 15, and 17 are rejected under 35 U.S.C. 102(e) as being
anticipated by US Pat. 6,368,794 B1 (issued April 09, 2002, filed Jan. 15, 1999).

The claims are interpreted as drawn to an isolated nucleic acid molecule
comprising a nucleic acid that selectively hybridizes or at least 60 % sequence identity
to SEQ ID NO:100 (claim 1), wherein said nucleic acid molecule is a cDNA (claim 2),
genomic DNA (claim 3), a mammalian nucleic acid molecule (claim 4), a human nucleic
acid molecule (c_Iaim 5), in a vector (claim 7), in a host cell comprising said vector (claim
8), a kit comprising a means of for determining the presence of said nuclei acid, or said

nucleic acid molecule in a vaccine (claim 17).
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US Pat. 6,368,794 B1 teaches SEQ ID NO:3 having 63.5 % sequence identity to
instant SEQ ID NO:100. Note the sequence alignment of instant SEQ ID NO:100
against SEQ ID NO:3 of US Pat. 6,368,794 B1 (Exhibit C). The patent teaches that SEQ
ID NO:3 is a cDNA obtained by reverse transcribing polyA mRNA (note columns 17-20,
claim 1) from a human tissue, and also teaches method of detecting cancerous
condition using a kit comprising a means to detect the nucleic acid of the base\ claim
i.e., claim 1 of the patent (note claims 5-8).

Since the specification at paragraph [0034] defines "exon" refers to a nucleic acid
sequence found in genomic DNA that is bioinformatically predicted and/or
experimentally confirmed to contribute a contigUous sequence to a mature mRNA
transcript, SEQ ID NO:3 of US Pat. 6,368,794 B1 is a genomic DNA. Note thé SEQID
NO:3 meets the definition of genomic DNA as defined in the instant application since it
is transcribe from exons. Note SEQ ID NO:3 of the a patent is a mature mRNA.

As for claims 7, and 8, the patent (at column 15 under the heading “Isolation and
sequencing of cDNA Clones”) teaches that the clones disclosed in the patent are in
- plasmid in a host cell.

As for claim As for claim 17, the preamble recitation of “vaccine” is merely
suggestive of an intended use and is not given patentable weight for purposes of
comparing the claim with the prior art. The claim reads on nucleic acids per se.

Thus, US Pat. 6,368,794 B1 anticipates claims 1-5, 7, 8, 15, and 17.
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Claims 1, 3-5, 7, 8, 15, and 17 are rejected under 35 U.S.C. 102(a) as being
anticipated by Genbank Accession No. AC079988 (gi:10800346 with public availability
date of 10/14/2000 online, IDS #DI filed on 10/29/04).

The claims are interpreted as drawn to an isolated nucleic acid molecule
comprising’a nucleic acid that selectively hybridizes or at least 60 % sequence identity
to instant SEQ ID NO:100 (claim 1), wherein said nucleic acid molecule is genomic DNA
(claim 3), a mammalian nucleic acid molecule (claim 4), a human nucleic acid molecule
(claim 6), in a vector (clraim 7), in a host cell comprising said vector (claim 8), kit
comprising a means to detect the nucleic acid of claim 1, or said nucleic acid molecule
in a vaccine (claim 17).

- Genbank Accession No. AC079988 teach a human chromosome 2 clone RP11-
795C1, which is isolated from the human BAC library RPCI-11 according to AC079988
(gi:18873965), which contains an insert having 94.6 % sequence identity to instant SEQ
ID NO:100. Note the sequence alignment of instant SEQ ID NO:100 against Genbank
Accession No. AC079988 with gi: 10800346 (Exhibit D). Genbank Accession No.
ACQ079988 sequencing vector M13, and Dye-primer ET, and other means to detect the
nucleic acid inserted in the clone.

As for claims 7, and 8, Voet et al., (1900, Biochemistry, John Wiley & Sons,
pages 839-844) teach that a clone is in a host cell containing a nucleic acid of insert in
an appropriate vector,

As for claims 15, and 17, the intended use in claim 15, and the preamble

recitation in claim 17 are merely suggestive of an intended use and is not given
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patentable weight for purpose’s of comparing the claim with the prior art. The claim
reads on nucleic acids per se, and a means per se.

Thus, Genbank Accession No. AC079988 anticipates claims 1, 3-5, 7, 8, 15, and
17.

Conclusion

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571-
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other
Friday off.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Jeffrey C Siew can be reached on 571-272-0787. The fax phone number
for the org/anization where this application or proceeding is assigned is 703-872-9306.

Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is ayailable through Private PAIR only.
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should

you have questions on access to the Private PAIR system, contact the Electronic

MISOOK YU, Ph.D.
Examiner

Art Unit 1642

Business Center (EBC) at 866-217-9197 (toll-free).
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